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1. A . device for . performing diagnostic assays of 
5 biological ^ fluids . for ; molecules/ "contained;^ 

'comprising a" container *.div^^ - i^^^ '^t. least -two 
chambers^ " " 

a first chamber coaprising a means for absorbing' 
fluid in- coEuaunication. with antibody or antigen impregnated 
10 matrix material/ said impregnated matrix material .being 
accessible to . the exterior of said first chamber through an 
aperture in the roof of said first chamber; 

a second chamber conziunicating with said first 
chamber and comprising a chenical means for absorbing 
15 moisture from said first chaisber; 

a means for pressure equilibration of said first 
and second chambers; 

a filter support neans situated above said 
antibody- or* antigen impregnated natrix' material .and in 
20 cqiamunicat ion" with said iimpregnated natrix material . through 
said aperture in said roof of said first chamber, 
comprising filter material affixed to said support means 
for removing interfering substances present in said 
biological fluids and providing chemicals to said 
25 impregnated matrix material for coaction therewith to 
effect the detection of said molecules'. 

2, A device as described in Claim 1 wherein said 
means for absorbing fluid comprises a layer of porous 
. 3.0 material, and a mid-layer of caterial, said mid-layer 
material being situated between said antibody or antigen 
impregnated matrix material and said porous material. 
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3.' A device * as described in Claim 2 wherein said 
impregnated * matrix material further comprises* reagents* 
selected from the group, consisting of hormones, hormone 

receptors^ enzymes, ; and derivatives or../ conbiiiations 

1 . ." . . * * ..." * t ••• - 1. ".J- -t-i^. 



thereof.' . ^ 



4 a a device as described in Claim 3 wherein said^ 
impregnated matrix material comprises antibody or antigen' 
10 absorbed onto said material coaprising charging a solution, 
containing said antibody or antigen, and deflecting said 
charged solution in a defined pattern onto said material. 

5. 'a device as described in Claim 3 wherein said 
15 aperture in .said roof of said first chamber is funnel 

shaped. 

6. A device as diescribed in Claim 5 wherein said 
filter support, means is funnel shaped. : * * ■ .• • • 

7. A device as described in Claim 6 wherein said 
chemicals provided by said filter material are 
proteinacious materials. 

25 8. A device as described in Claim 7 wherein said 

chemicals provided by said filter material are 
proteinacious materials selected from the group consisting 
of antibody, antibody-enzyne conjugates, and . enzyme 
substrates. 

30 
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9. A device as described in Clain 8 wherein said 
chemicals provided by said filter aaterial for coaction for 
5 -said ifflpregnated matrix material.; conprises 'associating said 
chenicals.; witb;; said.:. filter .,tiateri4l ^^ by . contacting .-'said 
filter material with said chemicals wherein said chemicals 
are in powder form. 

10. A method for impregnating imnunochenicals onto 
Eiatrix material useful in immunodiagnostic assays 
comprising dissolving said imaunocheaicals " in solution 
forming a thin stream of said solution, fragmenting said 
thin stream into droplets, applying a charge to said 
15 droplets, passing said charged droplets through an electric 
field thereby deflexing said droplets in a predetermined 
pattern onto said matrix material. 



20 



II. A method . as defined in Claim 10- whferein said 
immunochemical reagents in said solution are selected • from 
the group consisting of antibody, antigen, and coabinations 
or derivatives of these molecules. 



25 
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12. A nethod * of . assaying fluid for one or core 
nolecuies contained therein coaprising: 

" a n e ' or-^ more antibody laolecules coi^Sspdndingiy^ 
; .5 reactive with:- said one or xaore /nolecules in ' said^ 

fluid; • • . • V • . 

one or more traceable second antibody laolecuies 
also correspondingly reactive with said one or aoire' 
nolecules in said fluid; 

one or nore third antibody nolecules 
correspondingly reactive with said one or more traceable 
second antibodies; * * 

wherein said one or nore first antibody molecules 
and . said one or Bore third antibody nolecuD^es are 
15 inpregnated onto a porous natrix material in a defined 
orientation; and t 

forming a filtrate of said fluids by applying 
said fluids to a filtering means for removing interfering 
substances from said fluids and 'providing . blocking agents 
20 to said filtrateT " . ' ' 

coating said matrix naterial with said blocking 
agents and forming one or more complexes comprising said 
one or more first antibody molecules and said one or more 
corresponding molecules in said fluid comprising contacting 
25 said filtrate with said matrix material, whereupon said one 
or more molecules in said fluid bind to said one or more 
first antibodies, and said blocking agent binds to said 
matrix material; 

removing excess filtrate from said matrix 
30 material by contacting arid retaining said excess filtrate 
with absorbent material; 
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deternining the' presence and/or aiaount of said 
one or more cbnplexes comprising contacting * said matrix 
5 . material; .with' one or^ more' traceable' second, antibodies 
* having - binding'*' specif ipities for said corresponding one ' o'iT 
more molecules bound, to *said one or more first antibodies; - i 
removing excess traceable second antibody; 
adding a solution to said matrix material* 
10 containing enzyme substrate for binding to said traceable 
second antibodies and revealing said complexes and removing 
excess substrate solution. 

13. - A "method as described in Claim 12 wherein said * 
15 one or more first antibody- molecules correspondingly binds 

one or more hormone antigens. 

14. A method as described in Claim 13 wherein said 
one or more* traceable second, antibody, molecules bind to" 

20 epitopes on said hormone antigens different from epitopes ' 
that said first antibodies are bound to. 

15. A method as described in Claim 14 wherein said 
first and third antibodies are of the same immunoglobulin 

25 class. 

16 • A method as described in Claim 15 wherein said 
blocking agents are proteins. 
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17. A 3nethod as described in Clain 16 wherein said 
' absorbent jaaterial 'coaprises a layer of porous material; 
and a nid-layer of material, said nid-layer naterial' bedLng 
-situated between said natrix naterial. and said poroiis: 
5 nateriai. 

18 1 A nethod as described in ClaiG 17 wherein said 
one or. nore traceable second antibody nolecules coaprise 
one or more second antibodies bound to enzyae. 

10 

19. A nethod as described in Claim 18 wherein said 
' enzyne bound to said one or nore traceable second antibody 

nolecules hydrolyzes a substrate producing a color 
indicative of the presence of said coaplex. 

15 

20. A method as described in Claiia 17 wherein said " 
one or core traceable second antibodies is. bound to a 
different enzyne. 

20 - 21- A nethod as described, in Clain 19 wherein one . or 

nore ehzynes hydrolyze different substrates producing 
different colors indicative of the presence of different 
homone complexes fomed on said natrix material. 

25 22. A device for performing diagnostic assays .of 

biological fluids fron molecules contained therein 
conprising a container, 

a means for absorbing fluid situated in said 
container and in copmunication with antibody or antigen 

30 impregnated matrix material, said impregnated matrix 
material being accessible to the exterior of said container 
through a funnel shaped aperture in the roof of said 
container; 
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' 'a cheaical' neans . associated with said containeitr 

• for absorbing. moisture;- 

a funnel shaped • filter support laeajis situated 
5. above' said antiibody or amtigen* natri^ laaterial 

and iji coBjaiinication with said through said 

aperture Euid said, roof -.of said container, conprdsing filter' 
material- affixed to said support means for removing 
interfering substances present in said biological fluids and 
10 providing protein to said impregnated matrix material for 
coaction therewith to effect the detection of said 
molecules. 

23. A device as described in Claim 22 wherein said 
15 means for absorbing fluid conprises a layer of porous 
material, and a mid-layer of naterial, said mid-layer being 
situated between said antibody or antigen impregnated 
matrix material and said porous' material, 

20 24. A device as described in Claim 23 wherein said 

impregnated matrix Eaterial further comprises reagents 
selected from the group consisting of hormones, homone 
receptors, • enzynes, and derivatives or combinations 
thereof. 

- 25 
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25*: A device as described in Clain 24 wherein said 
impregnated natrix raterial comprises antibody or^ antigeri* 
5 absorbed onto said iaaterial 'comprising a ', .^solution 
containing said antibody or antigen, and. "deflecting said 
charged solution in a def ined pattern onto said Jnaterial. ' 

10 
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6 TABLE 1 

ICON (Hybritech, Inc.), hCG 

8 

10 TEST PACK (Abbott Labs,. Inc.)/ hCG 



12 



14 



16 



18 



RAHP (Monoclonal Antibodes, Inc.), hOG 



Kit 

requires 
• storage at 2-8 C 
Antibody 
Enzyce 
Conjugate- ' 
should be stored 
at 2-8 C 
Kit 

should be - 
kept at . . . 
2-8 C 
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. DIAG^^^s^:c 

DEVICES • 



Vreseixt Device 



XESX -gACS: hCG--URrKE . 
iiibocc Laboratories 



.-KybrXcech 



KHTEOD 



ynr^ j Coated 



EXA, Coated 
Filter 



E3CA^ Coated • 
Hesbraae 



• f * 

•XAKDE« Visual ECG (grlne)! EXA, Coated ^ 
Eybrltcch J Bead 



•BAH?'^. l/x:ioe hCG Assay | Coated. 
Hoaddoaal Antibodies,- - f Henbrace 



DlJOCLOiiE^ Slide 
Orgaaoa 



f Asslutinatioa 



BETA Quik Stat 
PadiTic Biotech, lac. 




SHsstrxvxr? 



20 2aX!/e2X 
(lac iR?) 



50 tOU/ci 
(ise IsL?) 



50 tOir/ca 

(15 C 12P) . 



50 rOtr/cl 



50 rocr/ca . 

•(Lst 12P} 



503 sXiT/ci 
(2=d i:S.) 



25 :JGJ/ca 
(2rd I.S.) 



